!N THE UNITED STATES PATENT AND TRADEMARK OFFICE 

iN RE APPLICATION OF 
GRAMETAL, 
PATENT NO- 7,615,609 
ISSUED: November 10. 2009 

FOR: PREPARATION OF SOMATOSTATIN PEPTIDES 
MB: General 

Commissioner for Patents 
PG Box 1450 

Atexanrfria, VA 22313-145Q 

APPLtCATiON PGR PATENT TERM ADJUSTMSNT-POST-GRANt 

Sir: 

!n accordance with 37 CF.R. § 1.705(cl). Appitcant hereby applies for patent term 
adjustment under 35 U.S.C. g 1S4(b) of 200 days. This application is being filed wiihin two 
mwsths of the date the patent issued, as required by 37 C.F.R. § 1.705 (d), 

I. Fee 

As required by 37 C.F.R. § 1 .706(b)(1), piease charge Deposit Account No. 19-0314 for 
$200.00:1o covertbe required fee- (as defrrtedJn 37 G.F.R. § 1.t8{e)). Please charge any 
deficiencies or any additiona! fees due in respofise to this request t© D^sit Aceount 19-0314. 

II, Stetement of the Facts Involved 
A. Gorrect Patent Term Adjustment 

Applicant received the issue Notification mailed June 24, 2009. United States Patent 
No. 7,615,609 tssued on November 10, 2008, indicating a patent term adjustment of 136 days. 

Patentee has calculated a patent term adjustment of 200 <feys based on the foiiaWiTi| 

fects; 



Case Law 

\r, Wyeth v. Dudas. 2008 U.S. DiS!. LEXiS T6063 (D.D.C. 20G8), the District Court of the 
District of Columbia addressed the Unfed States Patent and Trademark Office (USPTO) 
intefpretation of 35 U.3.C. § 154(b)('2). The Court granted surr^mary judgment in favor of Wyeth, 
determining that the USPTO misconstrued the first sentence of 35 U.S.C. § 154(b)(2)(A), and as 
a result, improperly denied Wyeth a portion of patent term to which Wyeth was entitled under 35 
U>S,e.§154. 

In the opinion, the Court stated that "the PTO's view is that any administrative delay 
under § 154{b}( n{A) overlaps any 3-year maximum pendency delay under § 154(b){1)f'B}: the 
applicant gets credit for 'A delay' or for '8 delay whichever is larger, but never A + B." 
However, Piaintiff Wyeth argued that the § 154{bK1)(A) and § 154(b)(1){8) period overlap onjy if 
they occur on the same catervdar day or days. The Court determined that Wyeth's constructon 
of § 154{b){2) was correct. 

Simply put. the boiding of ti^e Court is that the excluded overlap recited m the first 
sentence of 35 U.S C. § 1 54(bK2)(A) onlir occurs if a 35 U.S.C. § 154(b){1){A} period and a 35 
U.S.C. § 154(b)(1K8) period run concunreritly. As such, a patent holder is entitled to recoup the 
35 U.S.C. § 1 54(b){1 )(A) period that talis outside of the 35 U.S.C. § 1 54(b)(1 )(8) period fn 
addition to the 35 U.S C. § 154(b)(1)(B) period itself. 

Relevant Dates 

The above identified appticsfion hgi§ a 35 U.S.C. §371 ffling date of February e, 2006. 

The first Office Action, which was a Restriction Requirement, was mailed on June 6. 
2007, resulting in a PTO delay of 62 days beyond the 14 months provided by 35 U.S.C. §154(b). 

A Res|>of>se to Restribtfon was fiied by Patentee on August 10, 2007, 

An Office Action v^s mailed October 12, 2007. 

A Response by Patentee was filed March 5, 2008, resulting in an applicant delay of 53 

days. 

An Offsce Action was mailed June 5, 200S. 

A Response by Patentee was filed December 1 , 2008, resulting in an applicant delay of 
86 days. 
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A Fina! Off ice Adion was maifed March 9, 2009, 
A Response by Patentee was filed April 20, 2009 
A Notice of ANowance was maifed June 24, 2009, 
The tsstje fee was paid September 24, 2009 
The patent issued November 10. 2009. 

Accordingly, the total PTO adjustment based on deiay under 35 U.S.C, § 154(b)(l){A) is 
62 days. 

The 35 u s e. § 154(b){1)(8) period for US Patent 7.616.609 began on February 6, 2009 
(three years after the filing date of February 6, 2006) and ended on the date of issuance, 
Novemi^er 10, 2009. The 35 U:S.G. § l64(b){1KB) period is 277 days;. 

There was no 35 U.S.C, § 154{b)(1KA) deiay that occun-ed within this 35 U.S.C. § 
1 54(b)(i)(B> period that should be excluded from the patent term adjustment caiculation under 
ihe hoiding of WVefft v Dadas, 

Accordingly, ttie sum of the o5 U S C § !54{bK1)(B) and non-overlapping 35 U.S.C. § 
154(b)(1)(A) delay is (62 + 277 days) = 339 days. 

Under 35 U.S.C, § 154(b)(2)(C), the total period of PTO delay is reduced by the period of 
applicant delay; which is 130 days. 

Accordingly, the correct patent term adjustment for the above identified application is 200 
days (the difference between the total period of PTO deiay under 35 U.S.C. § 154(b)(1) and 
applicant delay under 35 U,S.C. § 154{b)(2}(C)). 

The PTA printed on the front of US 7,615,609 is only 1 36 days, which the USPTO is 
presumed to have calculated using the method considered proper before the holding of Wyeth v. 
Dudas. Applicants therefore respectfully request reconsideration of the PTA listed on the front 
of US 7,618,609. 
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Terminal OiseMffler 
The ab«5ve-sMntif(ed patent is not subieetto a Teirnioai Oisclatmer. 

Cv Reasonaiile Efforts 

Any appifcant delays under 37 CF.R § 1 .704 are set forth above. There were no other 
circumstances constituiing a faiiure to engage in reasonable efforts to concSude processing of 
examination of the above- identified application, as setfortli m 37 CF.R. § 1.704. 



Respect ul!y sjaismitteds 



Novartis Phannaceuticate Corp. 
Patents Phanma 




One Health Plaza, BuMing 101 
East Kanover, NJ 07936-1080 

(8Q2) 778-2614 



Attorney for Applicants 
Reg. No, 47,656 



Date- Januarys, 201 D 
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